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DETAILED ACTION 
Response to Amendment 
Specification 

The specification is objected to as failing to provide proper antecedent basis for the 
claimed subject matter. See 37 CFR 1.75(d)(1) and MPEP § 608.01(o). Correction of the 
following is required: Applicant's recitation of the flat distal end surfaces of the plug body and 
the port extending perpendicular to the longitudinal axis of the central lumen; and the flat 
annular distal surfaces of the plug body and the port being coplanar is not supported in the 
specification. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 25-32 are rejected under 35 U.S.C. 103(a) as being unpatentable over Zeman (US 
3,540,451 A). 

Zeman discloses a drainage cannula with a threaded sealing pin comprising an access 
port defining an elongated tubular body (1 1) of predetermined length with a central lumen (25) 
bounded by a continuous, uninterrupted annular cylindrical outer wall, as shown in Figure 2, the 
tubular body having a longitudinal axis and opposed proximal and distal end portions (the 
proximal end is interpreted as the portion adjacent to overprotective button (22), while the distal 
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end is labeled (1 1 a)), the distal end portion of the tubular body adapted and configured for 
introduction into a blood vessel (even though this function is not specifically taught, the 
Examiner contends that there is sufficient structure to be capable of performing the function), the 
distal end portion of the tubular body defining a flat annular distal end surface (see Figure 1 or 2) 
extending perpendicular to the longitudinal axis of the central lumen; an elongated cylindrical 
plug (24) dimensioned and configured for insertion into the central lumen of the cannula and for 
ready removal therefrom, the plug body having a length that is substantially equal to the cannula, 
a longitudinal axis and a flat circular distal end surface extending perpendicular to the 
longitudinal axis of the plug body, see Figure 2, the flat circular distal end surface of the plug 
body preventing blood flow into the lumen of the cannula when the distal end portion of the 
access port is disposed within a blood vessel; and a locking mechanism (27) associated with the 
proximal end of the elongated cylindrical plug body adjacent a handle portion (24) thereof for 
releasably coupling the plug body to the cannula, see Column 4, lines 8-10; Column 4, lines 26- 
28, and Figures 1 & 2. 


Zeman fails to disclose the flat circular distal end surface of the port/cannula and the flat 
annular distal end surface of the plug body being coplanar. 

It would have been an obvious matter of design choice to have made the plug body of 
sufficient length so as to extend at least the entire length of the port thus being flush with the port 
at their respective distal ends, so that the plug body fully occupies the inner lumen wall of the 
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port, thereby ensuring that long-term placement of the port is not jeopardized by exposure of the 
port's lumen to bodily fluids which may result in obstruction of the port's lumen due to 
deposition or calcification of the fluids therein which would occur if the plug body were shorter 
than the port length. Additionally, the Examiner has failed to locate any criticality for the 
claimed structural limitation with respect to the flat annular distal surfaces of the plug body and 
the port being coplanar in Applicant's specification; and further the specification fails to address 
how the limitation solves any particular problem or serves any particular purpose, lending 
credence to the obviousness of the design choice. 

Zeman discloses Applicant's claimed apparatus for facilitating vascular access with the 
exception of the plug body, handle portion and locking mechanism being formed monolithically. 

It would have been a matter of obvious design/engineering choice to have formed 
Zeman' s elongated cylindrical plug body, handle portion and locking mechanism monolithically 
as no criticality has been provided in the specification, nor has it been identified as solving any 
particular problem in the prior art, and the Examiner contends that the prior art device whose 
plug body, handle portion and locking mechanism are separately formed but joined together, 
would perform equally as well as if they were monolithically formed and as such would 
constitute an obvious design choice. In re Larson, 340 F.2d 965, 968, 144 USPQ 347, 349 
(CCPA 1965). 

Claims 25-32 are rejected under 35 U.S.C. 103(a) as being unpatentable oyer 
Zimmerman (US 4,318,401 A) in view of Zemen (US 3,540,451 A). 


Application/Control Number: 09/9 11,563 Page 5 

Art Unit: 3763 

Zimmerman discloses a vascular access portal comprising a vascular access port (10) 
defining an elongated tubular body (14) of predetermined length with a central lumen (20) 
bounded by a continuous, uninterrupted outer wall, the tubular body having a longitudinal axis 
and opposed proximal and distal end portions (12, 30, respectively), and an inner diameter; the 
distal end portion of the tubular body is adapted and configured for introduction into a blood 
vessel and defining a flat annular distal end surface (30, see Figure 2) which may extend 
perpendicular to the longitudinal axis of the central lumen (not shown, see Column 4, lines 51- 
57) (which states that the upper flange (12) and stops (32, 74) may be angled with respect to the 
longitudinal axis, thus arranging the elongate portions of the port and plug body to be 
substantially perpendicular to the longitudinal axis of the device, or alternatively that the skirt 
(18, 26) could be parallel to the skin surface and thus be perpendicular to the longitudinal axis of 
the port); and an elongated cylindrical plug (22, 34) body dimensioned and configured for 
insertion into the central lumen of the vascular access port and for ready removal therefrom to 
permit access to the blood vessel, the plug body having a length that is substantially equal to the 
length of the vascular access port, a longitudinal axis and a flat circular distal end surface (38, 
40) extending perpendicular to the longitudinal axis of the plug body and an outer diameter that 
is substantially equal to the inner diameter of the lumen so as to prevent blood flow between the 
outer diameter of the plug and the inner diameter of the lumen of the vascular access port when 
the plug is engaged therein, the flat circular distal end surface of the plug body preventing blood 
flow into the lumen of the access port, and the flat annular distal end surface of the access port is 
coplanar with the flat circular distal end surface of the plug body (see Figure 2); see Column 1, 
lines 63-68; Column 3, lines 3-5; Column 3, lines 14-20; and Column 3, lines 21-27. 
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Zimmerman disclose the invention as claimed with the exception of a locking 
mechanism, in the form of threads, associated with the proximal end of the elongated cylindrical 
plug body for coupling the plug body to the vascular access port; and wherein the plug body, 
handle portion and locking mechanism are formed monolithically. 

Zeman discloses a drainage cannula with a threaded sealing pin comprising an access 
port defining an elongated tubular body (11) of predetermined length with a central lumen (25) 
bounded by a continuous, uninterrupted annular cylindrical outer wall, as shown in Figure 2, the 
tubular body having a longitudinal axis and opposed proximal and distal end portions (the 
proximal end is interpreted as the portion adjacent to overprotective button (22), while the distal 
end is labeled (11a)), the distal end portion of the tubular body adapted and configured for 
introduction into a blood vessel (even though this function is not specifically taught, the 
Examiner contends that there is sufficient structure to be capable of performing the function), the 
distal end portion of the tubular body defining a flat annular distal end surface (see Figure 1 or 2) 
extending perpendicular to the longitudinal axis of the central lumen; an elongated cylindrical 
plug (24) dimensioned and configured for insertion into the central lumen of the cannula and for 
ready removal therefrom, the plug body having a length that is substantially equal to the cannula, 
a longitudinal axis and a flat circular distal end surface extending perpendicular to the 
longitudinal axis of the plug body, see Figure 2, the flat circular distal end surface of the plug 
body preventing blood flow into the lumen of the cannula when the distal end portion of the 
access port is disposed within a blood vessel; and a locking mechanism (27) associated with the 
proximal end of the elongated cylindrical plug body adjacent a handle portion (24) thereof for 
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releasably coupling the plug body to the cannula, see Column 4, lines 8-10; Column 4, lines 26- 
28, and Figures 1 & 2. 

It would have been obvious to one having ordinary skill in the art to have provided 
Zimmerman's vascular access portal with a locking mechanism, in the form of threads, as taught 
by Zeman, associated with the proximal end of the elongated cylindrical plug body for coupling 
the plug body to the vascular access port, so as to ensure that a hermetic seal remains intact 
during periods of non-use, thus avoiding contamination of the portal and inhibiting inadvertent 
removal of the plug prior to use thereof. 

Zimmerman in view of Zeman disclose Applicant's claimed apparatus for facilitating 
vascular access with the exception of the plug body, handle portion and locking mechanism 
being formed monolithically. 

It would have been a matter of obvious design/engineering choice to have formed 
Zimmerman in view of Zeman' s elongated cylindrical plug body, handle portion and locking 
mechanism monolithically as no criticality has been provided in the specification, nor has it been 
identified as solving any particular problem in the prior art, and the Examiner contends that the 
prior art device whose plug body, handle portion and locking mechanism are separately formed 
but joined together, would perform equally as well as if they were monolithically formed and as 
such would constitute an obvious design choice. In re Larson, 340 F.2d 965, 968, 144 USPQ 
347, 349 (CCPA 1965). 

Claims 25, 26 and 28-32 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hubert (US 3,572,333 A) alone, or in the alternative in view of Zimmerman (US 4,318,401 A). 
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Hubert discloses an apparatus for facilitating vascular access comprising a vascular 
access port (15) defining an elongated tubular body (16) of predetermined length with a central 
lumen bounded by a continuous, uninterrupted outer wall, the tubular body having a longitudinal 
axis and opposed proximal and distal end portions, and an inner diameter; the distal end portion 
of the tubular body adapted and configured for introduction into a blood vessel ; and an 
elongated cylindrical plug (10, 12) dimensioned and configured for insertion into the central 
lumen of the vascular access port and for ready removal therefrom to permit access to the blood 
vessel, the plug body having a length that is substantially equal to the vascular access port, a 
longitudinal axis, and an outer diameter that is substantially equal to the inner diameter of the 
lumen so as to prevent blood flow between the outer diameter of the plug and the inner diameter 
of the lumen of the access port when the plug is engaged therein; and a locking mechanism (27, 
29) associated with the proximal end of the elongated cylindrical plug body adjacent a handle 
portion (20) thereof for releasably coupling the plug body to the vascular access port, see 
Column 1, line 69 through Column 2, line 5; Column 3, lines 13-24 and Figures 1 and 2. 

Hubert fails to disclose the access port having an elongated tubular body defining a flat 
annular distal end surface, and a plug having a flat circular distal end surface, so the flat annular 
end surface of the access port is coplanar with the flat circular distal end surface of the plug 
when the plug is inserted into the access port. 

It would have been an obvious matter of design choice to have made the plug body of 
sufficient length so as to extend at least the entire length of the port thus being flush with the port 
at their respective distal ends, so that the plug body fully occupies the inner lumen wall of the 
port, thereby ensuring that long-term placement of the port is not jeopardized by exposure of the 
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port's lumen to bodily fluids which may result in obstruction of the port's lumen due to 
deposition or calcification of the fluids therein which would occur if the plug body were shorter 
than the port length. Additionally, the Examiner has failed to locate any criticality for the 
claimed structural limitation with respect to the flat annular distal surfaces of the plug body and 
the port being coplanar in Applicant's specification; and further the specification fails to address 
how the limitation solves any particular problem or serves any particular purpose, lending 
credence to the obviousness of the design choice. 

Alternatively, Zimmerman discloses a vascular access portal comprising a vascular 
access port (10) defining an elongated tubular body (14) of predetermined length with a central 
lumen (20) bounded by a continuous, uninterrupted outer wall, the tubular body having a 
longitudinal axis and opposed proximal and distal end portions (12, 30, respectively), and an 
inner diameter; the distal end portion of the tubular body is adapted and configured for 
introduction into a blood vessel and defining a flat annular distal end surface (30, see Figure 2) 
which may extend perpendicular to the longitudinal axis of the central lumen (not shown, see 
Column 4, lines 51-57) (which states that the upper flange (12) and stops (32, 74) may be angled 
with respect to the longitudinal axis, thus arranging the elongate portions of the port and plug 
body to be substantially perpendicular to the longitudinal axis of the device, or alternatively that 
the skirt (18, 26) could be parallel to the skin surface and thus be perpendicular to the 
longitudinal axis of the port); and an elongated cylindrical plug (22, 34) body dimensioned and 
configured for insertion into the central lumen of the vascular access port and for ready removal 
therefrom to permit access to the blood vessel, the plug body having a length that is substantially 
equal to the length of the vascular access port, a longitudinal axis and a flat circular distal end 
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surface (38, 40) extending perpendicular to the longitudinal axis of the plug body and an outer 
diameter that is substantially equal to the inner diameter of the lumen so as to prevent blood flow 
between the outer diameter of the plug and the inner diameter of the lumen of the vascular access 
port when the plug is engaged therein, the flat circular distal end surface of the plug body 
preventing blood flow into the lumen of the access port, and the flat annular distal end surface of 
the access port is coplanar with the flat circular distal end surface of the plug body (see Figure 
2); see Column 1, lines 63-68; Column 3, lines 3-5; Column 3, lines 14-20; and Column 3, lines 
21-27. 

It would have been obvious to one having ordinary skill in to have provided Hubert's 
vascular access port with an elongated tubular body having a flat annular distal end surface and 
plug with a flat circular distal end, so as that the flat annular end surface of the access port is 
coplanar with the flat circular distal end surface of the plug when the plug is inserted into the 
access port thus avoiding dead space which could lead to blood clotting therein and eventual 
thrombosis of the artery or vein. 

Claim 27 is rejected under 35 U.S.C. 103(a) as being unpatentable over Hubert (US 
3,572,333 A) in view of Zimmerman (US 4,318,401 A). 

Hubert in view of Zimmerman discloses Applicant's claimed apparatus for facilitating 
vascular access with the exception of the plug body, handle portion and locking mechanism 
being formed monolithically. 

It would have been a matter of obvious design/engineering choice to have formed 
Hubert's elongated cylindrical plug body, handle portion and locking mechanism monolithically 
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as no criticality has been provided in the specification, nor has it been identified as solving any 
particular problem in the prior art, and the Examiner contends that the prior art device whose 
plug body (12), handle portion (20) and locking mechanism (27, 29) are separately formed but 
permanently joined together, see Column 2, lines 13-15, would perform equally as well as if they 
were monolithically formed and as such would constitute an obvious design choice. In re 
Larson, 340 F.2d 965, 968, 144 USPQ 347, 349 (CCPA 1965). 

Response to Arguments 

Applicant's arguments with respect to claims 25-32 have been considered but are moot in 
view of the new ground(s) of rejection. 

In response to Applicant's arguments with respect to the 35 U.S.C. 103(a) rejection of 
Zimmerman in view of Zeman addressed on Pages 10-11 of Applicant's response. The 
Examiner directs Applicant to Zimmerman's Column 4, lines 51-57, which states that the upper 
flange (12) and stops (32, 74) may be angled with respect to the longitudinal axis, one skilled in 
the art would readily visualize that angling such portion relative the elongate portions of the port 
and plug body would result in the longitudinal axis being shifted so as to be substantially 
perpendicular to the both ends of the device, or alternatively that the skirt (18, 26) could be 
parallel to the skin surface and thus be perpendicular to the longitudinal axis of the port, which 
would make the plug body's and the port's distal ends being coplanar. 

Further in response to Applicant's arguments with respect to the measurements of 
Zeman's drawings addressed on Page 1 1 of Applicant's response. Upon further review, the 
Examiner concurs with Applicant's assertion that Zeman's sealing pin/plug body is at least 2 mm 
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longer than the hollow stem/port, however the Examiner contends that despite the slight 
discrepancy in length, that during use the flat annular distal end of the hollow stem/port would at 
some point during the insertion of the longer sealing pin/plug body into the hollow stem/port 
would result in the flat circular distal end of the sealing pin/plug body being coplanar with the 
flat annular distal end of the hollow stem/port. Additionally given the lack of criticality for the 
claimed structural limitation with respect to the flat annular distal surfaces of the plug body and 
the port being coplanar in Applicant's specification; and Applicant's failure to address how the 
limitation solves any particular problem or serves any particular purpose in the specification, 
lends credence to the argument that the limitation is a simple matter of obvious design choice. 
Therefore in conclusion the Examiner has found Applicant's arguments unpersuasive. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jennifer J Maynard whose telephone number is 703.305.1356. 
The examiner can normally be reached on Mondays-Fridays 9:30 AM-5:30 PM; 1st Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian Casler can be reached on 703.308.3552. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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